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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S. C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )[3 Responsive to communication(s) filed on 02 October 2006 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-77 is/are pending in the application. 

4a) Of the above claim(s) 8. 10. 14, 15,30 and 36-77 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ISJ Claim(s) 1-7,9,11-13.16-29 and 31-35 is/are rejected. 

7) Q Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 
11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)Q Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the international Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

1. It should be noted that set of claims, submitted 7-16-2004, corrected the numbering of the 
Claim. Claims 66-81 were renumbered to claims 64-77 respectively. This correction was made since 
the claims set did not contain claims numbered 64-65. This renumbering was not reflected in the 
restriction requirement, dated 6-30-06, for Group I. The notation regarding claim 81 should not 
have been present since claim 81 did not exist. Thus Group I should have been claims 1-36 and 41- 
77. Since Applicants elected Group I, the correcdy renumbered claims, corresponding to Group I 
have been examined below. 

Election/Restrictions 

2. Applicant's election of Group I, claims 1-36, 41-77 in the reply filed on 10-2-06 is 
acknowledged. Because applicant did not distinctly and specifically point out the supposed errors in 
the restriction requirement, the election has been treated as an election without traverse (MPEP 

§ 818.03(a)). 

Applicants also stated that per a conversation on July 19,2006 it was agreed that election of 
up to 10 compound defined by the claims for examination in the event no linking claim was 
allowable. Applicants requested that the following peptides be considered "additional 'species'" for 
examination in the event no linking claim is allowable: 

L17K/K30R-<3U**2(l-33); 
D3^/U7K/K30R/D33E-GU*-2(l-33); 
D3^/M10K/K30IVD33E-GLP-2(l-33); 
D3e/L14K/K30R/D33E-GLP*2(i-33); and 
D3^13K/K30R/D33E~GLJ»~2(l-33). 

Applicants request ha been acknowledge and the search has been extended to five additional 
species listed as a matter of courtesy to applicants. However, and for the purposes of making the 
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record clear, the request should not be deemed as a change in the restriction from a restriction to an 
election of species. The restriction make in the previous office action is still deemed appropriate, 
restricting between the different sequences. Applicants election has been interpreted as an election 
of Invention 29, corresponding to the sequence L17K/K30R-GLP-2(l-33), with the request that 
species D3E/L17K/K30/D33E-GLP-2, D3E/M10K/K30R/D33E-GLP-2, 
D3E/L14K/K30R/D33E-GLP-2, and D3E/I13K/K30R/D33E-GLP-2 be examined for the 
linking claims. 

A search was conducted for the elected invention 29, L17K/K30R-GLP-2(l-33). 
This was found to be allowable. Under linking claim practice, the search was extended to linking 
claim 1 for D3E/L17K/K30/D33E-GLP-2, D3E/M10K/K30R/D33E-GLP-2, 
D3E/L14K/K30R/D33E-GLP-2, and D3E/I13K/K30R/D33E-GLP-2. All of these were also 
deemed to be allowable. The search was again extended for linking claim 1 and prior was found for 
the sequence Arg30-GLP-2 (1-33). Claims 1-7, 9, 11-13, 16-29, 31-35 read on the species found for 
the linking claim 1. Claims 8, 10, 14-15, 30, 36-77 have been withdrawn from consideration as 
corresponding to non-elected Groups, there being no allowable generic or linking claim. 

Claim Rejections - 35 USC§ 112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distincdy claiming the subject 
matter which the applicant regards as his invention. 

3. Claims 4-6 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for failing 
to particularly point out and distinctly claim the subject matter which applicant regards as the 
invention. 
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In claim 4 and 6, the claims recites that the sequence X variables are defined by the specific 
amino acids. However, for variable 33, the claim states that the amino acids can be Asp and Glu. It 
is unclear which amino acid is present for varibable X33 in the GLP-2 sequence. 

In claim 5, the claim ends with X33 is Asp; or X33 is Glu. Since the claim utilizes the word 
"or," it is unclear if the claim requires only a single modification at variables X2-X33 or if the choice 
is present only for variable X33 between Asp and Glu. 



Claim Rejections - 35 USC§ 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on sale in 
this country, more than one year prior to the date of application for patent in the United States. 

4. Claim 1-7, 9, 1143, 16-29, 31-35 rejected under 35 U.S.C. 102(b) as being anticipated by 
Drucker et al (WO9739031). 

The claims are drawn to GLP-2 analogs. 

The reference teaches the GLP-2 analog of the sequence 
PiADGSFSDEMNTILDNLAARDFINWLIQTRITD, where a single mutation takes place in 
position 30 changing the lysine to an arginine (see page 27, line 19). This meets the limitation 
when X2-X33 correspond to the native GLP-2 residues. 

5. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Anish Gupta whose telephone number is (571)272-0965. If attempts to reach 
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the examiner by telephone are unsuccessful, the examiner's supervisor, Cecilia Tsang, can normally 
be reached on (571) 272-0562. The fax phone number of this group is (571)-273-8300. 




